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Amendment 1 to
Agreement on Providing Services

Tento dodatek 1 ke smlouvé o poskytovani sluzeb

(,,dodatek 1) mezi:

This Amendment 1 to Agreement on Providing

Services (“Amendment 1) between:

PPD Investigator Services LLC.,

se sidlem 929 North Front St, Wilmington, NC 28401,
USA

(“PPD")

PPD Investigator Services LLC.,

with 1ts registered address at 929 North Front St,
Wilmington, NC 28401, USA

(“PPD”)

d

and

Nemocnice Jihlava p.o., se sidlem na Vrchlického 59,
586 33 Jhhlava, Ceska republika, zastoupena
MUDr.Lukasem Velevem, MHA, feditelem

ICO: 00090638
dale jen ,,poskytovatel”

Nemocnice Jihlava, having an office at Vrchlickeho
59, 586 33 Jihlava, Czech Republic, represented by
MUDr. Lukas Velev, MHA, director

Company ID: 00090638

further, the “Institution”

dale jen ““hlavni zkouSejici”

And

further, the “Principal Investigator”

dale jednotlivé jako ,.smluvni strana*™ a spolecné jako
“smluvni strany”

each a “Party” and collectively the “Parties”

je dodatkem smlouvy o poskytovani sluzeb mez1 PPD
hlavnim zkousejicim a poskytovatelem ktera byla plné
podepsana dne 8§ unora 2018 (,,Smlouva®™).

shall be an amendment to that certain Agreement on

Providing Services between PPD, Institution and
Principal Investigator fully executed on 8" February

2018 (“Agreement”).

SMLUVNI STRANY PROHLASUJI, ZE

WITNESSETH

VZHLEDEM K TOMU, Zze PPD, hlavni zkouSejici a
poskytovatel uzavieli smlouvu, podle ktere¢ hlavni
zkousSejici/poskytovatel poskytujyi PPD urcité sluzby
spojené s klinickym hodnocenim dle protokolu ¢. HPV-
301 s nazvem: .,A Prospective, Randomized, Double—
Blind, Placebo-Controlled Phase 3 Study of VGX-
3100 Delivered Intramuscularly Followed by
Electroporation with Cellectra™ SPSP for the
Treatment of HPV-16 and/or HPV-18 Related High
Grade Squamous Intraepithelial Lesion (HSIL) of
the Cervix™, a

VZHLEDEM K TOMU, ze si smluvni strany pieji
upravit podminky smilouvy, jak je stanoveno v tomto
dodatku 1,

WHEREAS, PPD, Institution and Principal Investigator
have entered into the Agreement pursuant to which the
[nstitution / Principal Investigator provides certain
Study services to PPD according to Protocol no. HPV-
301 entitled: .,A Prospective, Randomized, Double-
Blind, Placebo-Controlled Phase 3 Study of VGX-
3100 Delivered Intramuscularly Followed by
Electroporation with Cellectra™ 5SPSP for the
Treatment of HPV-16 and/or HPV-18 Related High
Grade Squamous Intraepithelial Lesion (HSIL) of
the Cervix"; and

WHEREAS, the Parties desire to amend the terms of
the Agreement as set forth herein.
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DOHODLY SE smluvni strany s ohledem na obsah
tohoto dodatku 1 a s umyslem byt jim pravn¢ vazany

takto:

NOW, THEREFORE, for the valuable consideration
contained herein, and mtending to be legally bound, the

Parties agree as follows:

1. Nasledujici bude doplnéno do Prilohy C Rozpis
plateb:

1. Following shall be added to the Exhibit C
Payment Schedule

Proplaceni antikoncepce: Subjektem hodnoceni bude
proplacena antikoncepce zpétné, na zakladé€ platného
nakupniho dokladu, az do hodnoty 400 K¢ mésicné.
Uhrada za antikoncepci bude uhrazena piijemci plateb
étvrtletné na zaklad€ obdrzeni spravné a faktury s
rozpisem polozek — nakupnich dokladi od subjekti
hodnoceni.

Patient Contraceptive Reimbursement: Patients will
be reimbursed contraceptive against the valid purchase
bill, up to 400 CZK per month. The retmbursement will
be paid to Payee on a quarterly basis based on the
receipt of a correct and itemized invoice — purchased
bills, received from the patients.

2. Dodatek 1 se podpisem smluvnich stran stane
souCasti smlouvy a veskereé odkazy na smlouvu budou
znamenat odkaz na smlouvu véetné dodatku 1.

2. Upon execution, this Amendment 1 shall be
made a part of the Agreement and shall be incorporated
by reference therein.

3. VSechna ostatni ustanoveni a podminky smlouvy
zustavaji v plné platnosti a ucinnosti. V pripad¢
jakéhokoli rozporu mezt ustanovenimi smlouvy a
tohoto dodatku 1 budou rozhodujici a fidici ustanoveni
tohoto dodatku 1.

3. All other terms and conditions of the Agreement
shall remain in full force and effect. In the event of any
conthict between the terms of the Agreement and this
Amendment 1, the terms of this Amendment 1 shall
govern and control.

4. VeSkera pouzZita terminologie, ktera neni blize
definovana v tomto dodatku 1 bude mit stejny vyznam
jako je uvedeno ve smlouve.

4. All capitahzed terms used, but not otherwise defined
herein, shall have the meanings ascribed to them 1n the
Agreement.

Toto misto bylo zameérné ponechano prazdne,; podpisy
smluvnich stran jsou uvedeny na nasledujici strané.

This space has been intentionally left blank, the
signatures of the Parties are on the following page.

NA DUKAZ SOUHLASU se znénim dodatku 1
pripojuji smluvni strany své podpisy nize.

IN WITNESS OF THEIR CONSENT to this
Amendment 1, the Parties have signed below.

PPD:

Podpis/Signature:

Jmeéno/Name:

Pozice/Title:

Datum/Date:

Poskytovatel/Institution:

Podpis/Signature:

29-% [ Meat) 2049
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Jméno/Name:  MUDr. Lkas Velev. MHA

Pozice/Title:

Datum/Date: A5 =05~ 2077

Zkousejici/Principal Investigator:

Podpis/Signature:

Jméno/Name:

Datum/Date:

il e
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Priloha C
Rozpis Plateb

Exhibit C
Payment Schedule

ke smlouvé mezi:

PPD Investigator Services LLC.,
Nemocnice Jihlava p.o.

to an Agreement between:

PPD Investigator Services LLC.,
Nemocnice Jihlava p.o.

Inovio Pharmaceuticals, Inc.

Inovio Pharmaceuticals, Inc.

Protokol ¢. HPV-301

Protocol # HPV-301

Platby: Platby se budou poukazovat na ucet
pifijemce plateb (dale jen ,,prijemce plateb®):

Payments: Payments should be made to the
following account of the payee (further, the
“Payee”™):

Piijemce plateb/Payee Name: Nemocnice Jihlava p.o.

Prijemce plateb/Payee Name:

Faktury: VsSechny ongmaly faktur tykajici se
klinického hodnoceni musi byt predlozeny
k proplaceni spole¢nosti PPD (ajako platce na
nich musi byt uvedena spole¢nost PPD) na nize
uvedenou adresu a musi obsahovat presny rozpis
vsech  poplatkd, doprovodnych  dokumentu
a referenéni faktura¢ni Cislo dané¢ho reSitelskeho
centra a bankovni udaje uvedene v teto priloze A
véetné ¢isla uctu a IBAN. Splatnost faktur je
Sedesat (60) dni ode dne obdrzeni faktury
spolecnosti PPD.

Invoices: All original invoices pertaining to the
Study must be submitted for reimbursement to
PPD (and must reference PPD as the invoicee) at
the following address and shall include a correct
itemization for all tees, supporting documentation,
and a site invoice reference number and bank
details listed 1n this Exhibit A including account
number and IBAN. The invoice due date s sixty
(60) days from the day the invoice is received by
PPD.

FakturaCni adresa/Invoicing address:

PPD Investigator Services LL.C.
929 North Front St.

Wilmington, NC 28401

USA

Zasilatelska adresa/Shipping address: InvestigatorPayments@ppdi.com

Nabor: Poskytovatel a hlavni zkouSejici berou na

Enrollment: The Institution and Principal
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se jedna o klimické hodnocent
vypracovan¢ pro vyhodnoceni dan¢ho poctu
subjektd hodnoceni. Ocekava se, Ze hlavni
zkousejici vynalozi veSkeré usili k naboru, jak je
uvedeno ve smlouvé. Jakmile bude dokoncen
nabor cilového poctu subjekti hodnoceni pro cel¢
klinické hodnoceni, budou o tom poskytovatel a
hlavni  zkouSejici  informovani a  budou
instruovani, aby jiZ neprovadéli nabor dalSich
subjektu hodnoceni.

védomi, ze€

Investigator acknowledge that this 1s a Study
designed to evaluate a set number of Study
subjects. The Principal Investigator will be
expected to apply best efforts tor enrollment as
provided for under the Agreement. When
enrollment of the target number of Study subjects
for the entire Study is complete, the Institution and

Principal Investigator will be notified and
instructed not to continue enrolling  Study
subjects.

Platby v ramci klinického hodnoceni budou
realizovany nasledovné:

The Study shall be payable as tfollows:

Naklady na subjekt hodnoceni: Piijemci plateb
bude poskytnuta platba za dokoncCeny a
hodnotitelny subjekt hodnoceni, jak je definovano
nize, a sice na zakladé plateb uvedenych v
tabulkach plateb niZe, navySenych o DPH. Platby
se budou provadét Ctvrtletné v Ceskych korunach
a budou se =zaklddat na poctu dokoncenych
navitév, potvrzenych v elektronickych zdznamech
subjektu hodnoceni (eCRF) a dorucCeni spravné
vyplnéné faktury s rozepsanymi polozkami.
Dokonéeny a hodnotitelny subjekt hodnoceni je
definovan nasledovné: (i) vSechny postupy musi
byt provedeny v souladu s protokolem a
smérnicemi ICH GCP, (1) pacient bude zarazen
pouze na zakladé kritérii pro zafazeni/vyfazeni a
(ii1) veSkeré udaje budou presné a uplné
zdokumentovany. V ptipadé, ze subjekt hodnoceni
nedokoné¢i viechny navstévy tak, jak je uvedeno
v protokolu, spole¢nost PPD bude povinna uhradit
za takovy subjekt hodnoceni pouze pomérnou Cast
dokoncéenych navstév dle eCRE.

Cost Per Subject: The Payee will be paid per
completed and evaluable Study subject as defined
below based on the rates set forth in the Tables of
Payments below, plus VAT. Payments will be
made on a quarterly basis in CZK and will be
based on completed visits verified in the subject
electronic case report forms (eCRFs) and receipt
of correct and itemized invoice. A complete and
evaluable Study subject 1s defined as follows: (1) all
procedures must be performed according to the
Protocol and ICH GCP guidelines, (11) a patient
will only be included according to the
inclusion/exclusion criteria, and (1) all data are
documented accurately and completely. In the event
that a Study subject does not complete all visits as
specified in the Protocol, PPD shall only be
obligated to make payment for such Study subject
on a pro-rated, completed visit, and eCRF basis.

Netispé$né skriningy: Prijemci plateb bude
uhrazena &astka za kazdy neuspésny skrining dle
uvedeni v tabulkach plateb nize. Pro ucely teto
smlouvy se za neuspesny skrining bude povazovat
kazdy pacient, ktery zjevné splni kritéria pro
skining, podepiSe formulai 1nformovancho
souhlasu, absolvuje skriningovou navstévu, avSak
nebude do klinického hodnoceni zarazen. Platba
za neuspé$ny skrining se bude vySe uvedenému
piijemci plateb hradit na zdkladeé doruceni spravne
vyplnéné faktury s rozepsanymi polozkami.

Po dokonceni priislusSnych elektronickych CRE
muze piijemce platby fakturovat podle nize
uvedené tabulkou. Zadavatel souhlasi s tim, ze
uhradi piijemci platby za Neuspésné skriningy 1 v
piipadé, Ze je subjekt klinického hodnocent studie
povazovan za nevhodny (tj. NelUspésny skrining).
Pfijemce plateb souhlasi, ze vynalozi piimeérene
asili na vybér vhodnych potencidlnich subjektu
klinického hodnoceni pro screening.

Screen Failures: The Payee will be reimbursed
for each Screen Failure per the Tables of
Payments below. For purposes of this Agreement,
a Screen Failure shall mean any patient, who
initially appears to meet the criteria for screening,
signs the informed consent form, completes the
screening visit but is not enrolled 1nto the Study.
Payment for Screen Failures will be payable to the
above listed Payee based upon the receipt of
correct and itemized invoices.

Upon completion of the appropriate electronic
CRFs, the Payee may invoice as per table of
payment below. Sponsor agrees to reimburse the
Payee for the Screen Visit even 1if the Study
Subject 1s determined to be 1neligible (1.e. screen
failure). Payee agrees to use reasonable efforts to
select appropriate potential Study Subjects for
screening.
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L.ékarenske poplatky

Pharmacy Fees

. Pausalni lékarensky poplatek: Prijemci
plateb bude proplacen pausalni Iékarensky
poplatek za obdobi kazdych Sesti (6) mesicu
poskytovani l€karenskych sluzeb, proplaceny po
dobu trvani  klinického hodnoceni (nebo
vpomémé vysi za kratS$i obdobi), pocinaje
zafazenim prvniho subjektu hodnoceni, ve vy$i
uvedené v tabulkach plateb nize bez ohledu na
pocet zafazenych subjektll hodnoceni. Platba bude
provedena na zakladé doruceni spravn€ vyplnéne
faktury s rozepsanymi polozkami.

2. Lékarensky poplatek za podani léciva:
Prijemci plateb bude proplacen lekarensky
poplatek za kazdé individualni podani leCiva ve
vyS1 uvedené v tabulkach plateb nize.

]. Flat Pharmacy Kee: The Payee will
receive reimbursement of a Flat Pharmacy Fee for
every six (6) month period of provision of
pharmacy related services, payable for the
duration of the Study (or pro-rated for shorter
time period), beginning with the enrollment of the
first Study subject, in the amount listed 1n the
Tables of Payments below, regardless of the
number of enrolled Study subjects. Payment will
be made upon receipt of a correct and itemized
InvoIce.

2. Pharmacy Dispensing Fee: The Payee will
receive reimbursement of a Pharmacy Dispensing
Fee payable for each individual dispensing of the
Study Drug in the amount listed 1n the Table ot
Payments below.

Nahrada subjektum hodnoceni: Naklady
subjektl hodnoceni na stravu a/nebo cestovne do a
z mista navstévy v klinickém hodnoceni budou dle
pozadavkl protokolu kazdému subjektu hodnoceni
za jednu navstévu nahrazeny poukazkou v hodnoté
750.00 K¢, Dale ve dnech, kdy je aplikovan
hodnoceny 1éCivy  pripravek, je subjektu
hodnoceni vyplacena cCastka 500.00 K¢ na den
jako nahrada za nepohodli a bolest.

Za vedeni zaznamu veSkerych vydanych a
nevydanych poukadzek bude zodpovédny hlavni
zkouSejici. Poskytovani poukazek musi byt
kontrolovano ze strany PPD pif1 pravidelnych
monitorovacich navstévach.

Subject Reimbursement Vouchers: Study
subject costs incurred for meals and/or
transportation to and from Study visits as required
by Protocol shall be reimbursed to each Study
subject per visit in the form of vouchers in the
amount of CZK 750.00. In addition, on days when
the Study Drug 1s applied, an extra CZK 500.00
per day, as compensation for the discomfort and
pain shall be reimbursed to Study subject.

The Principal Investigator shall be responsible for
keeping an accounting log of all used and unused
vouchers. The provision of vouchers shall be
monitored by PPD during regular monitoring
VISILS,

Neplanované navstévy: Neplanovana navstéva se
definuje jako takova navstéva subjektu hodnocent,
ktera neni vyslovné uvedena v protokolu, )ejiz
absolvovani je viak v ramci klinického hodnoceni
nutné. Neplanované navstévy budou uhrazeny
c¢astkou uvedenou v tabulkach plateb nize, na
zédkladé doruCeni spravné vyplnéne faktury
s rozepsanymi polozkamai.

Unscheduled Visits: An Unscheduled Visit i1s
defined as a Study subject visit which 1s not
expressly set forth in the Protocol, but 1s otherwise
required for the Study. Unscheduled Visits will be
reimbursed in the amount listed in the Tables of
Payment below upon receipt of a correct and
itemized invoice.

Proplaceni antikoncepce: Subjektem hodnocenti
bude proplacena antikoncepce zpétné, na zakladé
platného nakupniho dokladu, az do hodnoty 400
K¢ mésicné. Uhrada za antikoncepci  bude
uhrazena prijemci plateb cCtvrtletné na zakladé
obdrzeni spravné a faktury s rozpisem polozek —
nakupnich dokladi od subjektu hodnocenit.

Patient Contraceptive Reimbursement:
Patients will be reimbursed contraceptive against
the vahid purchase bill, up to 400 CZK per month.
The reimbursement will be paid to Payee on a
quarterly basis based on the receipt of a correct
and itemized invoice — purchased bills, received
from the patients.

Administrativni start-up poplatek: Jednorazova
nenavratna platba v klmckéem  hodnoceni

Administrative Start-up Fee: A one-time non-
refundable fee in the amount listed in the Tables

Amendment 1 to Agreement on Providing Services
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v hodnoté podle tabulky plateb nize takturovana
prijemcem plateb po podpisu smlouvy, potvrzeni
schvalene etickym komisemu a kompletizaci
veskerych pozadavek specifikovanych
zadavatelem nebo PPD/jeho povérencem.

of Payments below, invoiced by the Payee after
the Agreement execution, confirmation of the
consent of the ethics committee, and completion
of any pre-Study requirements specified by
Sponsor or PPD/its Designee.

Treti strany: Pfijemce plateb je plné zodpovédny
za uhrady ftretim stranam a za kryti vlastnich

nakladii souvisejicich stimto  klinickym
hodnocenim, a to vc€etné nakladu na 1é¢bu
v pfipadé¢ vyskytu Oymy na zdravi subjektu

hodnoceni vzniklé v dusledku jejich ucasti v
klinickém hodnoceni, s vyjimkou nakladu, které
jsou hrazeny na zaklade této smlouvy nebo jejiho
pisemneého dodatku.

Third Parties: The Payee 1s fully responsible for
payments to third partiecs and paying its own
expenses connected with the Study, including costs
for therapy mn the event of myury to health of the
Study subjects resulting from their participation in
the Study, with the exception of expenses
reimbursed on the basis of this Agreement or a
written amendment to it.

Poplatek etické komisi: Poplatek etické komisi
uhradi PPD mimo tuto smlouwvu.

Ethics Committee Fee: The Ethics Commuittee Fee
will be paid by PPD apart from this Agreement.

Poplatky centralni laboratori: Poplatky centralni
laboratoi1 budou hrazeny zadavatelem mimo tuto
smlouvu.

Central Laboratory Fees: Central Laboratory costs
will be paid by the Sponsor apart from this
Agreement.

Vybaveni: Zadavatel, na zikladé vlastniho
uvazeni, muze prostfednictvim PPD poskytnout,
necbo uhradit poskytovateli vypujCeni vybaveni
potfebného pro klinické hodnoceni. Poskytovatel
bude odpovédny za udrzovani a kalibraci zafizeni
béhem klinického hodnoceni 1 po jeho ukonceni.
Na konci1 klinického hodnoceni, pokud je to

povoleno prisluSnym: pravnim predpisy, se
vybaveni  stane  majetkem = poskytovatele.
V pripadé¢ predCasncho ukonceni klinického

hodnoceni u poskytovatele bude mit zadavatel
pravo rozhodnout, zda mu bude vybaveni vraceno
¢1 nikohv.

Equipment Allocation: Sponsor, at its reasonable
discretion, through PPD, may provide equipment
or reimburse Medical Facility for procuning
equipment needed for the Clinmical Study. The
Medical Facility shall have responsibility to
maintain and calibrate the equipment during
Clinical Study and after the Study 1s completed.
At the end of the Clinical Study, where permitted
by applicable law and regulation, the equipment
will become the property of the Medical Facility.
In the event of early termination of the Study at
Medical Facility, Sponsor shall have the right to
decide whether the equipment is returned to
Sponsor or not.

EDC: Ocekava se, ze zkouSejici vyplni eCRF v
systemu EDC do 48 hodin od navstévy subjektu
hodnoceni

EDC: The Investigator 1s expected to fill out the
eCRFs 1n the Electronic Data Capture (EDC)
system within 48 hours of the subject's visit.

DPH a jiné dané: Je-li vyzadovana platba vcéetné
dané z pridane hodnoty, PPD provede uhradu
pouze na zakladé doruCeni platné faktury
s vyCislenou DPH. Dorudeni {faktury nebo
piisluSnych podkladt pro platby se vyZzaduje 1
v situacich, vnichz se DPH neuplatiuje, pred
provedenim uhrady dle t¢to smlouvy.

VAT and Other Taxes: Where a VAT 1nvoice 18
required, payments will only be made once PPD has
received a valid VAT invoice. In situations where
VAT 1s not applicable, an invoice or relevant
payment request form will still be required before
any payment 1s made under this Agreement.

Zavérecna platba: ZavéreCna platba bude
realizovana po dokonceni zavéreéneé navstévy a
obdrzeni nasledwicich dokumentu spoleCnosti
PPD: (1) veSkeré dokumentace ke klinickému
hodnoceni, (1) prehledu veSkerého neuzitého
hodnoceného leciva, (111) vSech vyplnénych a
spravnych  eCRl/dotaz a (1v) veSkerych
doplnénych pozadavku k vysvétleni ze strany PPD

Final Payment: The final payment will be
payable upon completion of the close-out visit and
upon PPD’s receipt of the following: (1) all Study
documentation, (1) the accountability of all
unused Study Drug, (111) all completed and correct
eCRFs/quenes, and (1v) any clarification requests
made by PPD or Sponsor regarding Study data or
records. The Payee will have thirty (30) days from
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¢1 zadavatele, tykajicich se udaji nebo zaznami
klinickeho hodnoceni. Na vzneseni namitek vici
jakymkoliv nesrovnalostem v platbach
realizovanych v prubéhu klinického hodnoceni
bude mit prijemce plateb lhutu tficet1 (30) dni od
doruceni zavérecne platby.

the receipt of final payment to dispute any
payment discrepancies during the course of the

Study.

Bez obdrzeni predchoziho pisemneho souhlasu ze
strany zadavatele ¢i PPD nebudou brany v potaz
zadné dalsi poZadavky na poskytnuti financnich
prostredku.

No other additional funding requests will be
considered without the prior written consent of
Sponsor or PPD.

Tabulky plateb / Tables of Payments

Visit Total in CZK | Visit Total in CZK
for Investigator / for Institution/
Visit Name / Nazev navStévy Suma za navstévu | Suma za navstévu
v K¢ pro v K¢ pro
zkousejiciho poskytovatele
Amcendment 1 to Agreement on Providing Services §/9
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Invoiced Procedures (unscheduled - ad hoc) /
Procedury splatné na zakladé faktury
(neplanované — ad hoc)

Unit Cost in CZK
for Investigator
(inclusive of OH
or any Indirect
costs)/ Suma za

jednotku v K¢
pro zkousejiciho
(zahrnujici
vSechny prime 1
neprimeé naklady)

Unit Cost in CZK
for Institution
(inclusive of OH
or any Indirect
costs)/ Suma za
jednotku v K¢
pro poskytovatele
(zahrnujici
vSechny primé i
neprimé naklady)
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